
 

CERTIFICATE OF ANALYSIS 

                                                                   Fenbendazole Tablets 500 mg 

. 

Product / Batch Information Details 
Product Name Fenbendazole Tablets 500 mg 
Generic Name Fenbendazole Tablets 500 mg 
Manufacturer Nexpharma  
Batch No. TPT25018 
A.R. No. TPIL/FG/127 
Manufacturing Date 06/2026 
Date of Receipt 20/06/2026 
Expiry Date 05/2028 
Date of Analysis 20/06/2026 
Batch Size 120,000 Tablets 
Sample Quantity 100 Tablets 
Manufacturing Licence No. NEX 1010 
Date of Release 25/06/2026 

 

Test Specification Observation / Result 
Description Off white coloured, Caplet shaped, 

Tablet. Break line on one side and 
Plain on other side. 

Off white coloured, Caplet shaped, 
Tablet. Break line on one side and 
Plain on other side. 

Identification Test — By HPLC The retention time of the major 
peak of the Sample solution 
corresponds to that of the 
Standard solution, as obtained in 
the Assay. 

Complies 

Weight of 20 Tablets 15.0 gm ± 5.0% (14.25 gm to 
15.75 gm) 

15.02 gm 

Average Weight of Tablet 750.0 mg ± 5.0% (712.5 mg to 
787.5 mg) 

751 mg 

Length 17.2 mm ± 0.2 mm (17.0 mm to 
17.4 mm) 

17.21 mm 

Width 8.10 mm ± 0.2 mm (7.9 mm to 
8.30 mm) 

8.08 mm 

Thickness 5.30 mm ± 0.2 mm (5.10 mm to 
5.50 mm) 

5.35 mm 

Hardness NLT 3.0 kg/cm² 5 kg/cm² 
Disintegration Time Not more than 15 min 04 Minutes 20 Seconds 
Uniformity of Dosage Units 617.5 mg to 682.5 mg 617.5 mg to 682.5 mg 
Microbial Test — Total Aerobic 
Microbial Count 

NMT 1000 CFU/g 06 CFU/g 



Microbial Test — Total Yeast and 
Mold Count 

NMT 100 CFU/g < 10 CFU/g 

Microbial Test — Escherichia coli 
(E. coli) 

Absent in 1 g Absent 

Microbial Test — Staphylococcus 
aureus 

Absent in 1 g Absent 

Microbial Test — Pseudomonas 
Aeruginosa 

Absent in 1 g Absent 

Microbial Test — Salmonella 
species 

Absent in 25 g Absent 

Assay Each un-coated tablet contains: 
Fenbendazole BP 500 mg; 
Excipient Q.S. NLT 90% and NMT 
110% of the labeled amount of 
Fenbendazole. 

499.63 mg/Tab; 99.9% 

 

 

Company Nexpharma 
Authorized Representative Kelsey Smith 
Title QA 
Date 20/06/2026 

 


